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Brief Description: Creating a producer managed and funded product stewardship program to
collect and dispose of unwanted residential drugs.

Sponsors:. Representatives Morrell, Green, Appleton, Seaquist, VanDeWege, Upthegrove,
Lantz, Kenney, Roberts, Simpson, Hunt, O'Brien, Linville, Ormsby, Wood, Campbell, Jarrett
and Hudgins.

Brief Summary of Bill

»  Establishes a product stewardship program for the collection, transportation, and disposal
of unwanted drugs from residential sources.

Hearing Date: 1/23/08
Staff: Brad Avy (786-7289).
Background:

Unless unwanted drugs from residential sources are properly disposed of, they can lead to
accidental poisonings, illegitimate access to drugs that can lead to abuse, and contamination of
surface and groundwater from medicine that is flushed down toilets or thrown in the garbage.

The Washington State Department of Health's Board of Pharmacy, the United States Drug
Enforcement Administration, and the state Department of Ecology (DOE) regulate
pharmaceutical waste in Washington. The DOE isinvolved only when the pharmaceutical is
disposed of as waste.

A successful pilot program put together by a coalition of government and non-profit groupsis
currently underway in the Puget Sound region. It ismodeled after asimilar program in British
Columbiato collect and properly dispose of unwanted pharmaceutical products from residential
SOurces.

This analysis was prepared by non-partisan legidative staff for the use of legislative members
in their deliberations. This analysisis not a part of the legislation nor does it constitute a
statement of legidlative intent.
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Summary of Bill:

Every producer of covered products sold in or into the state must participate in a product
stewardship program for unwanted products from residential sources by January 1, 2010.
Producers must:

*  operate, either individually or collectively with other producers, a product stewardship
program approved by the Washington State Board of Pharmacy (WSBP); or

*  enter into an agreement with a stewardship organization to operate, on the producer's
behalf, a product stewardship program approved by the WSBP;

*  pay al the administrative costs and operational costs associated with their product
stewardship program, including the cost of the collection, transportation, and disposal of
the unwanted products that are collected from residential sources and the recycling or
disposal, or both, of its packaging;

*  provide product stewardship programs without charging any fee at the time of sale of the
covered product or at the time the unwanted products from residential sources are
delivered or collected for disposal; and

*  operate the product stewardship program in accordance with the product stewardship plan
as approved by the WSBP and applicable statutes and rules.

Product Stewardship Plan

A producer or group of producers who operates or wishes to operate a product stewardship
program, or a stewardship organization that operates or wishes to operate a product stewardship
program on a producer's behalf, must submit a plan to the Washington State Board of Pharmacy
(WSBP) that includes:

»  contact information;

*  performance godls,

» design improvements (including how the formulation, prescribing practices, packaging,
and distribution of covered products and their packaging might be improved to reduce
waste, reduce toxicity, and reduce environmental impacts);

* acollection system;

* ahandling and disposal system; and

*  how the product stewardship program addresses licensing requirements.

If the WSBP is satisfied that a proposed product stewardship plan complies with this bill and any
rules adopted to implement, the WSBP must approve the product stewardship plan. The plan
must be approved before granting alicense.

A plan submitted to the WSBP must be available to the general public through the internet.
Information within a plan that is deemed by the WSBP as potentially creating a security risk may
not be posted. All plans must be submitted to the WSBP by January 1, 2009. The WSBP must
review each plan in consultation with the DOE.

Reporting

After January 1, 2009, each new producer and each producer new to Washington must submit a
plan to the WSBP or join an approved plan prior to initiating salesin or into this state.
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On or before June 30, 2011, and in each subsequent year, every person operating a product
stewardship program must prepare and submit to the WSBP a written annual report describing the
activities of the product stewardship program during the previous reporting period.

The product stewardship program operator is also encouraged to report to the WSBP, throughout
the reporting period and at the time of the annual report, regarding the identity of any producer
who the product stewardship program operator has evidence of or believesis not in compliance
with this bill.

All reports submitted to the WSBP must be made avail able to the DOE for review.

A report submitted to the WSBP must be made available to the general public through the
internet. Information within areport that is deemed by the WSBP as potentially creating a
security risk may not be posted.

Product Disposal

Each product stewardship program must dispose of all unwanted products from residential
sources at a hazardous waste facility but otherwise retains all other generator exemptions for
household hazardous waste, except product stewardship programs may petition the DOE for
approval to use final disposal technologies that provide superior environmental and human health
protection than provided by current hazardous waste disposal technologies for drugs, if and when
those technologies are proven and available.

Producers and stewardship organizations are encouraged to invest in research to find disposal
technologies that provide superior protection to human health and the environment beyond that
provided by current hazardous waste disposal technologies.

The WSBP must invite comments once a year from health care facilities, health care practitioners,
pharmacists, local governments, and citizens to report their satisfaction with the services provided
by a product stewardship program. This information must be used by the WSBP in reviewing
plan updates and revisions.

Compliance

If the WSBP determines that a product stewardship program is not being operated in accordance
with the requirements of this bill and rules adopted to implement this bill, or if the WSBP
determines that there is an imminent danger to the public, the WSBP may:

» amend the approval of the plan by clarifying terms or conditions to ensure full
implementation of the plan; or
»  suspend or cancel the approval of the plan.

If the WSBP determines that it is necessary in order to protect the public from imminent danger,
the WSBP may immediately amend, suspend, or cancel an approval.

Producers who are participating in an approved product stewardship program must be listed on the
WSBP'sweb site. The WSBP must list producers who have been identified as noncompliant on
the WSBP's web site.
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Drug wholesalers must check the WSBP's web site to determine if producers of products they are
wholesaling in or into the state are in compliance. If the drug wholesaler is unsure of the status of
the producer or believes the producer is not in compliance with this bill, the drug wholesaler must
contact the WSBP to determine the producer's status.

The WSBP must send a written warning and a copy of the requirements of this bill to a producer
who is hot a part of an approved product stewardship program and whose covered product is being
sold in or into the state. The WSBP must also send written notification to a drug wholesal er
known to be selling such a product in or into the state.

Producers who are not participating in an approved product stewardship program and whose
covered products continue to be sold into the state 60 days after receipt of the written warning,
and drug wholesalers who sell products from producers who are not participating in an approved
product stewardship program 60 days after receipt of the written warning, must pay afine of
$10,000 per day of noncompliance, beginning 60 days after receipt of the written warning.

The WSBP is authorized to waive or reduce the fine if the producer becomes compliant, to protect
public health, or for any other reasons the WSBP determines to be justified.

The WSBP must send awritten warning under this bill to a producer who operates a product
stewardship program, or a person who operates a product stewardship program on a producer's
behalf, who fails to submit a plan, plan revision, or annual report as required in thisbill. The
written warning must include compliance requirements and notification that the compliance
requirements must be met within 60 days. If the compliance requirements are not met within 60
days, the producer or other person who operates a product stewardship program on the producer's
behalf must be assessed a $10,000 penalty.

A violation of thisbill is a misdemeanor, and each calendar day of operation is deemed a separate
offense.

The DOE, or its designee, is authorized to inspect, audit, or review the audits of disposal facilities
that are utilized to fulfill the requirements of a product stewardship program.

Rules and Standards

The WSBP and the DOE are authorized to adopt any rules necessary to enact, implement,
administer, and enforce this bill.

By June 2012, the WSBP must establish mandated performance standards and recovery rates for
the fourth and subsequent program years and must establish a fine system for those producers and
product stewardship programs that do not attain the mandated standards and rates.

By December 31, 2013, the WSBP must report to the appropriate committees of the legislature
concerning the status of the product stewardship program and recommend |legidlative action or
modification to the rules, if necessary.

Pharmaceutical Product Stewardship Programs Account

The pharmaceutical product stewardship programs account is created in the custody of the state
treasurer:
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* All fines and penalties collected under this act must be deposited into the account;

*  Expenditures from the account may be used only for the administration of this bill;

*  Only the WSBP may authorize expenditures from the account; and

*  Theaccount is subject to allotment procedures, but an appropriation is not required for
expenditures.

Product Stewardship Program Promotion

The Product Stewardship Program must promote the use of the program and the proper disposal
of drugs so that collection options are widely understood by customers, pharmacists, retailers of
covered products, and health care practitioners including doctors and other prescribers.

The Product Stewardship Program must establish a toll-free telephone number and web site where
collection options will be publicized and prepare educational and outreach materials describing
where and how to return unwanted drugs to the product stewardship program. These materials
must be provided to pharmacies, health care facilities, and other interested parties.

Health care practitioners, health care facilities, pharmacists, drug wholesalers, drug retailers,
waste companies, local and state agencies, charity organizations, and others are also encouraged to
promote the proper disposal of drugs and use of product stewardship programs.

Pharmacies must provide information to consumers describing where and how to return unwanted
drugs to a product stewardship program by providing atoll-free telephone number and web site
established by the product stewardship programs. Pharmacies must also provide educational
materials provided by product stewardship programs.

Enforcement
The WSBP has the power to refuse, suspend, or revoke the license of any pharmaceutical product
stewardship program, or any other WSBP licensed entity upon proof that:

» thelicense was procured through fraud, misrepresentation, or deceit; and

» thelicensee hasviolated or has permitted any employee to violate any of the laws of this
state or the United States relating to drugs, controlled substances, cosmetics, or
nonprescription drugs, or has violated any of the rules and regulations of the WSBP of
pharmacy or has been convicted of afelony.

Upon afinding, after hearing, that a producer or alicense holder or licensed entity, or any person
in the employ of the licensee has violated the laws of this bill, this state, or the United States
relating to drugs, controlled substances, cosmetics, or nonprescription drugs, or has violated any
of the rules of the WSBP, or has been convicted of afelony, after the time of licensing, the WSBP
has the power to impose the following penalties:

» afineof $10,000 per violation; or
» afineof $25,000 per violation when the violation is committed after afinding by hearing
or agreed order of the licensee has become final.

Licensing

The producer, group of producers, or stewardship organization wishing to operate a
pharmaceutical product stewardship program must apply for a no fee license of location from the
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WSBP that entitles the producer, group of producers, or stewardship organization to operate a
pharmaceutical product stewardship program.

The producer, group of producers, or stewardship organization may operate the pharmaceutical
product stewardship program upon presentation of evidence as required and accepted by the
WSBP to demonstrate competence and knowledge to operate the product stewardship program.

A license may not be granted prior to approval of the product stewardship plan by the WSBP and
the WSBP must require as part of the license application:

* written operating policies and procedures meeting WSBP guidelines;

»  proceduresfor periodically conducting background checks for firm officers and
employees; and

o aspecific written description of the business activities and limitations of practice.

Licensed entities may not engage in activities involving the dispensing, manufacture, or wholesale
of drugs. Thelicense activity islimited to the specific activity and limits as approved by the
WSBP application. The respective licenseisfor a specified period ending on the date to be
determined by the secretary, and at the specified location.

Each owner must, at the time of license renewal, file with the department on an application
provided by the WSBP a declaration of ownership and location.

Failure to comply with declaration of ownership and location requirements is a misdemeanor, and
each day in noncompliance is deemed a separate offense.

This bill takes effect July 1, 2008.

Appropriation: None.

Fiscal Note: Requested on January 18, 2008.

Effective Date: The bill takes effect 90 days after adjournment of session in which bill is passed.
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